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ACKNOWLEDGEMENTS 

1 . The Examiner acknowledges receipt of the amendment filed 4/23/08 wherein 
claim 25 was amended and claims 26-29 were added. 

Note . Claims 1-29 are pending. 
RESPONSE TO APPLICANT'S ARGUMENTS/AMENDMENT 

2. The Applicant's arguments and/or amendment filed 4/23/08 to the rejection of 
claim 25 made by the Examiner under 35 (JSC 112 have been fully considered and 
deemed persuasive because Applicant amended the claims to overcome the rejections. 
Therefore, the outstanding rejections are hereby withdrawn. 

WITHDRAWN CLAIMS 

3. Claims 1-24 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

NEW GROUNDS OF REJECTION 

112 First Paragraph Rejections (New Matter) 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 25-29 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 
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The amended claims contain new matter because the throughout the 
specification 'hay fever', not 'fever', is listed as the allergic response. Furthermore, 
review of any general medical dictionary (e.g., Dox et al, 1 993, The Harper Collins 
Illustrated Medical Dictionary, page 164) discloses that 'hay fever' is defined as a 
seasonal irritative inflammation of the mucous membranes of the eye and nose caused 
by an allergic reaction to various pollens. In addition. Dox et al discloses that hay fever 
is not actually associated with a rise in body temperature . However, the term 'fever' is 
defined as a rise in body temperature above the normal of 98.6 "F. Thus, Applicant is 
respectfully requested to replace 'fever' with 'hay fever' in claims 25-29 to overcome the 
rejection and in order that the claims may be consistent with the disclosure. 
112 Second Paragraph Rejections 

6. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 28 and 29 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 28 : A broad range or limitation together with a narrow range or limitation 
that falls within the broad range or limitation (in the same claim) is considered indefinite, 
since the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. See MPEP § 2173.05(c). Note the explanation given by the Board 
of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031 , 2033 (Bd. Pat. 
App. & Inter. 1989), as to where broad language is followed by "such as" and then 
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narrow language. The Board stated that this can render a claim indefinite by raising a 
question or doubt as to whether the feature introduced by such language is (a) merely 
exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 1 31 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte 
Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claim 28 recites the 
broad recitation mold, and the claim also recites mold spores which is the narrower 
statement of the range/limitation. 

Claims 28 and 29 : The claims as written are ambiguous because of the phrase 
'using a residue from treatment of the allergen with the composition'. In particular, it is 
unclear what specific residue(s) Applicant is claiming that is/are compatible with the 
instant invention. Furthermore, it is noted that since the term 'residue' is defined as 
matter left after completion of an abstractive chemical or physical process', the species 
compatible with the instant invention are ambiguous. 
103 Rejection 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

1 1 . Claims 25-29 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Camper et al (US Patent No. 6,589,568) in view of Rutala et al (Infect. Control Hosp. 
Epidemiol., 1998, Vol. 19, pages 323-327). 

Camper et al disclose a therapeutic mixture containing an alkali metal hypohalite 
(AMH). The mixture is applied topically and is capable of treating subcutaneous tissue. 
The preferred AMH is sodium hypochlorite. The AMH penetrates through the skin's 
pores and lymph nodes into the subcutaneous tissue. The AMH may be used to 
stimulate the immune system to alleviate and sometimes 'cure' inflammation, aches, 
pains, and other symptoms caused by microbial (e.g., viral, bacterial, fungal, and 
parasitic) infection, arthritis, hemorrhoids, and allergies (see entire document, 
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especially, abstract; column 1, lines 63-67; column 2, lines 21-29; column 3, lines 59- 
67). Camper et al disclose that treatments disclosed in the art may involve intravenous 
delivery which while effective may be costly (column 2, lines 1-7). In column 3, lines 27- 
52, various concentrations of AMH solutions are disclosed. Camper et al disclose that 
for the skin lotion, the AMH (e.g., sodium hypochlorite) remains in a liquid state for more 
than 20 minutes which is sufficient time for it to penetrate the pores and lymph nodes of 
the subject (column 4, lines 1 -7). In Example 6, column 5, the mixture of Camper et al 
is used for dermatitis. In summary, Camper et al fail to disclose that the mixture is 
administered subcutaneously. In addition, the reference fails to specifically state that it 
may be used for testing allergic responses in a subject. Also, Camper et al fail to 
disclose a specific range of composition (the hypohalous acid, hypohalous acid salt, or 
mixtures thereof). Furthermore, the reference fails to disclose all possible allergens that 
may be analyzed by their method. 

Rutala et al disclose the stability and bactericidal activity of chlorine solutions. 
The solutions were used to test various bacteria (see entire document, especially, 
abstract; and page 323, see entire page). In Table 2, page 326, the bactericidal activity 
of various concentration of hypochlorite solution is disclosed in distilled and tap water. 
The concentration of the hypochlorite solutions used varied from 1 ppm to 470 ppm. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the invention of Camper et al using the teachings of 
Rutala et al and generate a method of in vivo testing of allergic responses as set forth in 
independent claims 25-28 for the reasons set forth below. (1 ) A skilled artisan would be 
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motivated to administer the hypohalous mixture by subcutaneous injection because 
Camper et al disclose that intravenous administration is a possible mode of delivery 
even though effective it may be costly. In addition, Camper et al disclose that while the 
composition is applied topically, the AMH is delivered to the dermal, epidermal, and to 
subcutaneous tissue. Furthermore, Camper et al disclose that if the mixture is placed 
on skin as a lotion, the AMH remains in the liquid state for more than 20 minutes which 
is sufficient time for it to penetrate the pores and lymph nodes of the subject. Thus, a 
skilled artisan would recognize that if the mixture remains as a liquid for 20 minutes, 
injecting the mixture subcutaneously would not only enable one to administer the 
mixture to a targeted site, but to obtain results from the mixture more readily. (2) While 
the instant invention is for testing allergic responses, a skilled artisan would be 
motivated to use the solution of Camper et al to test for allergic response because the 
document discloses that the AMH stimulates the immune system to alleviate and 
sometimes 'cure' inflammation, aches, pains, and other symptoms caused by microbial 
infections and allergies. Thus, since it is known that AMH is capable of performing such 
actions, a skilled artisan would be motivated to monitor/evaluate/test a subject to 
ascertain whether or not the AMH is performing in a desired manner. Also, it would 
have been obvious to one of ordinary skill in the art to broadly test various allergic 
responses (i.e., sneezing, red eyes, skin rash, fever, runny nose, etc.) and allergens 
because Camper et al disclose that their invention may be used for various types of 
ailments including inflammation, skin rashes (dermatitis), colds, and allergies. Hence, 
the skilled artisan would recognize that such ailments are associated with those known 
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in the art to result from pollen, mold, pet dander, dust mites, cockroaches and mixtures 
thereof. (3) It would have been obvious to one of ordinary skill that the mixture in 
Camper et al is capable of being used with mold spores because Camper et al disclose 
that their invention may be used with fungal microbes. (4) It would have been obvious 
to optimize and generate a concentration range of the AMH mixture because Camper et 
al discloses that depending on the form of the AMH mixture, the concentration of the 
mixture will vary for the ailments being treated. Furthermore, Rutala et al disclose the 
stability and bactericidal activity of various chlorine solutions. In Table 2 (page 326) of 
Rutala et al, various concentrations of a hypochlorite solution ranging from 1 to 470 ppm 
is disclosed for use with various bacterial. The range of Rutala et al encompasses the 
range set forth in Applicant's claims. Thus, a skilled artisan would be motivated to 
optimize the range for the desired allergens based on the teachings of Camper et al and 
Rutala et al since the general conditions of the claim are disclosed in the prior art. 
Hence, discovering the optimum or workable ranges involves only routine skill in the art 
(In re Aller . 05 USPQ 233). 

Since both Camper et al and Rutala et al disclose hypohalite mixtures, the 
references may be considered to be within the same field of endeavor. Thus, the 
reference teachings are combinable. 



COMMENTS/NOTES 
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12. It is once again noted that Applicant elected Group III (claim 25 and newly added 
claims 26-29) without traverse in the reply filed 1 1/1/07. Thus, Applicant is respectfully 
requested to cancel the non-elected subject matter. 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. L. Jones whose telephone number is (571) 272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:1 5 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



ID. L. Jones/ 
Primary Examiner 
Art Unit 1618 
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